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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including tine fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
6/02/2010 has been entered. 

Response to Amendment 

Receipt is acknowledged of applicant's amendment filed 6/02/2010. Claims 1-27 
are pending and an action on the merits is as follows. 

Claim Rejections - 35 USC §112 

2. The following is a quotation of the second paragraph of 35 U.S.C. 1 1 2: 

The specification sliall conclude witli one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

3. Claim 27 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

4. Claim 27 recites the limitation "the angle" in line 13 of claim 27. There is 
insufficient antecedent basis for this limitation in the claim. It is not clear which angle 
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applicant is referring to. For examination purposes the angle will be interpreted to be 
the fixed angle recited earlier in the claim. 



Claim Rejections - 35 USC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
states. 

(e) the invention was described in (1 ) an application for patent, published under section 1 22(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21 (2) 
of such treaty in the English language. 

2. Claims 1 -2, 6-1 0, 1 2-1 9, 21 -22, 24-26 and 27 are rejected under 35 
U.S.C. 102(b) as being anticipated by List (US 2003/0028126). 

Regarding Claim 1 , List discloses a lancing apparatus for moving a lancing 
element in a lancing direction from a wait position to a lancing position to lance an 
intended portion with the lancing element, the lancing apparatus comprising: a first 
member (20) which is reciprocally movable in the lancing direction and in a retreating 
direction which is opposite from the lancing direction; and a second member (4) which 
moves along with the lancing element and performs reciprocal movement in the lancing 
direction and the retreating direction in accordance with the movement of the first 
member (Figures 1 and 3), movement conversion means (13,14,16,17,18) (capable of 
being) for converting the reciprocal movement of the first member into the reciprocal 
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movement of the second member in a manner such that a directional change of 
movement of the second member from the lancing direction to the retreating direction is 
(capable of being) performed during a one-way stroke of the first member, in one of the 
lancing direction and the retreating direction (progression of figure 1 a-d, especially note 
fig. lb-Id and the returned state of figure la where the second member (4) is capable 
of being held in a retracted state during compression of spring 29 beginning a stroke 
movement of the first member (20) in a retracting direction, release of second member 
(4) at the height of the retracting movement of the first member (20), the second 
member would begin movement in a lancing direction, via biasing spring 29, as the first 
member begins the second stage of the stroke in a lancing direction, force Fa is applied 
to pin 1 6 as depicted in figure 1 (d) which retracts the second member to the state 
depicted in fig. la. Furthermore, as pin 16 travels in a orthogonal direction to the 
longitudinal axis of the device the second member is capable of retreating during one 
stroke of the first member compare fig. la with Id), wherein the first member is 
reciprocally movable between a first fixed position (Figure la) and a second fixed 
position (Figure 1 b); wherein the second member performs one cycle of reciprocal 
movement between a third fixed position (position secured by element 24 depicted in 
fig. Figure lb and c) and a fourth fixed position (position in which the second element is 
fully extended note position of second member depicted in Figure 1d) during one cycle 
of reciprocal movement between the first fixed position and the second fixed position. 

Regarding claim 2, List discloses the second member performs turning-back 
movement (due to force Fa depicted in fig. 1 a-d) while the first member moves straight 
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between the first fixed position and the second fixed position (with reference to the 
progression of Figures 1 a-d note that if Force Fa is applied such that it overcomes 
Force Fs depicted in figure 1 b and the second element 4 is released the second 
member would initially protrude to the distal end of the device and then retract due to 
continued application of Force Fa to return to the state depicted in fig. la during forward 
movement of the first element which is biased by spring 29), 

Regarding claims 6-10, 12-19, 21-22 and 24-26, List discloses the movement 
conversion means comprises a third member (12) for connecting the first member (20) 
and the second member (4) to each other and converting movement of the first member 
into reciprocal movement of the second member (Figure 1 a-d), wherein the third 
member (12) includes a rotation shaft (18) whose position is fixed, a first movable 
portion (14) which engages the first member and is rotatable around the rotation shaft, 
and a second movable portion (13) which engages the second member and is rotatable 
around the rotation shaft (Figure la), wherein the first member includes a first 
engagement portion (18) for allowing the rotation of the first movable portion; and 
wherein the second member includes a second engagement portion (17) for allowing 
the rotation of the second movable portion, wherein at least one of the first and the 
second engagement portions includes an inclined portion which is inclined with respect 
to a transverse direction extending perpendicularly to the lancing and the retreating 
directions (Figure la and c items 14 and 13), wherein the inclined portion has opposite 
ends each of which is connected to a straight portion (20) extending in the transverse 
direction (Figure lb), wherein the inclined portion is provided in one of the first and the 
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second engagement portions, where as the other of the first and the second 
engagement portions extends substantially in the transverse direction (Figure 1 a and 
c), wherein the first member is fixed while being biased when the lancing element is 
positioned at the wait position (Figure 1 b), and the first member is moved by the 
biasing force when released from the fixed state (Figure 1c), wherein the third member 
(12) is pivotable to convert the movement of the first member into the reciprocal 
movement of the second member by the pivotal movement (Figure 1 a-b), wherein the 
third member (12) includes a pivot shaft (16), a first movable portion (14) which 
engages the first member and is pivotable around the pivot shaft, and a second 
movable portion (13) which engages the second member and is pivotable around the 
pivot shaft, wherein the first member includes an engagement portion (portion of 18 
which engages movable portion 14) for engaging the first movable portion (14) and 
controlling movement of the third member in accordance with a position where the first 
movable portion engages, wherein the engagement portion includes an inclined portion 
for pivoting the third member to move the second member in the lancing direction, 
wherein the engagement portion includes an additional inclined portion for pivoting the 
third member to move the second member in the retreating direction(figure 1 a-d), 
wherein the engagement portion includes a straight portion (20) extending in the lancing 
and the retreating directions for moving the first member in the lancing direction or the 
retreating direction without moving the second and the third members in the lancing 
and the retreating directions (Figure 1 b), wherein the first movable portion includes a 
first (18) and a second pins (16); and wherein the engagement portion includes an 
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inclined portion (14,13) with which the first pin engages in moving the second member 
in the lancing direction and with which the second pin engages in moving the second 
member in the retreating direction (Figure 1 a-d), wherein the first member includes an 
additional engagement portion (34) with which the second pin selectively engages when 
the first member moves in the retreating direction (Figure 3), wherein the first member is 
movable in a crossing direction crossing the lancing and the retreating directions to 
pivot the third member to move the second member in the retreating direction (Figure 1 
a-d), further comprising an actuating member (35) for moving the first member; wherein 
each of the first member and the actuating member includes an inclined surface (37), 
and the first member moves in the crossing direction by moving the inclined surface of 
the actuating member along the inclined surface of the first member (Figure 3), further 
comprising a guide (1 1) which moves along with the first member in the lancing 
direction or the retreating direction, and a resilient member (16) for connecting the guide 
and the first member to each other and biasing the first member in the crossing direction 
crossing the lancing and the retreating directions (Figure la). 

Regarding claim 27, List discloses a lancing apparatus for moving a lancing 
element in a lancing direction from a wait position to a lancing position to lance an 
intended portion with the lancing element, the lancing apparatus comprising, a first 
member (20) which is reciprocally movable in the lancing direction and in a retreating 
direction which is opposite from the lancing direction, a second member (4) which 
moves along with the lancing element and performs reciprocal movement in the lancing 
direction and the retreating direction in accordance with the movement of the first 
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mennber (note figures 1 and 3) and a movement conversion mechanism 
(13,14,16,17,18) (capable of being) for converting the reciprocal movement of the first 
member into the reciprocal movement of the second member, the movement 
conversion mechanism including a fixed pin(16), a first link arm (14) connected to the 
first member and to the fixed pin for pivoting about the fixed pin, and a second link arm 
(13) connected to the first link arm at a fixed angle (where the fixed angle is interpreted 
to be the angle between elements 13 and 14 which is defined and measured between 
the longitudinal axis of pin 16 and the longitudinal axis of the link arms (13,14) whose 
axis is orthogonal to the axis of the pin 16) and to the second member (4) (note figure 1 
a-d), the fixed angle between the first and second link arms being invariable regardless 
of positions of the first and second members (note definition of angle above), the 
second link arm being pivotable about the fixed pin as the first link arm pivots about the 
fixed pin (note progression of figures la-Id). 

3. Claims 1-4, 6-11, 14-18, 20 and 24 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Garthe et al. (US 2003/0225429) (hereafter Garthe). 

Regarding Claim 1-4 and 6-10, Garthe discloses a first member (60) which is 
reciprocally movable in the lancing direction and in a retreating direction which is 
opposite from the lancing direction; and a second member (40) which moves along with 
the lancing element and performs reciprocal movement in the lancing direction and the 
retreating direction in accordance with the movement of the first member (Figure 4a), a 
movement conversion means (51 ) (capable of being) for converting the reciprocal 
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movement of the first member into the reciprocal movement of the second member (as 
51 rotates either caused by spring 50 or manual reciprocation of element 60 and 
associated pin 61 to move within groove 53 causing rotation of element 51 which in 
turns causes reciprocating motion of element 40) in a manner such that a directional 
change of movement of the second member from the lancing direction to the retreating 
direction is performed duhng a one-way stroke of the first member, in one of the lancing 
direction and the retreating direction (note explanation above and the progression of 
figures 4 a-c), the first member is reciprocally movable between a first fixed position 
(Figure 4a) and a second fixed position (Figure 4c); wherein the second member 
performs one cycle of reciprocal movement between a third fixed position (Figure 4b) 
and a fourth fixed position (Figure 4c) during one cycle of reciprocal movement between 
the first fixed position and the second fixed position, and the second member performs 
turning-back movement during when the first member moves straight between the first 
fixed position and the second fixed position (progression of figures 4b and 4c), the 
lancing element is positioned at the lancing position when the second member is 
positioned at the third fixed position (note figure 4b), and the lancing element is 
positioned at the wait position when the second member is positioned at an 
intermediate region between the third fixed position and the fourth fixed position (Figure 
4 progression from a-c while the second member and associated element 41 are 
positioned along cam 52 as depicted in figure 4a), wherein the lancing element (30') 
moves from the wait position to the lancing position when the first member moves in the 
retreating direction (Figure 4b where element 60 begins retraction to the proximal end 
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as depicted in the progression of figure 4b and c), the movement conversion means 
comprises a third member (portion of 51 between first and second member) for 
connecting the first member and the second member to each other and converting 
movement of the first member into reciprocal movement of the second member (Figure 
4), wherein the third member includes a rotation shaft whose position is fixed, a first 
movable portion (61) which engages the first member and is rotatable around the 
rotation shaft, and a second movable portion (41) which engages the second member 
and is rotatable around the rotation shaft (Figure 4a), wherein the first member includes 
a first engagement portion (53) for allowing the rotation of the first movable portion; and 
wherein the second member includes a second engagement portion (52) for allowing 
the rotation of the second movable portion, wherein at least one of the first and the 
second engagement portions includes an inclined portion which is inclined with respect 
to a transverse direction extending perpendicularly to the lancing and the retreating 
directions (Figure 4a), wherein the inclined portion has opposite ends each of which is 
connected to a straight portion (61, 41) extending in the transverse direction (Figure 4a), 

Regarding claims 11,14-18, 20 and 24, Garthe discloses wherein the first and 
the second movable portions, the movable portion which engages the inclined portion 
moves through the inclined portion when the lancing element moves from the wait 
position to the lancing position and moves through the straight portion when the lancing 
element moves from the lancing position in the retreating direction (Progression of 
Figure 4a-c), wherein the third member (51) is pivotable to convert the movement of the 
first member into the reciprocal movement of the second member by the pivotal 
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movennent (Figure 4c), wlierein tlie tliird member includes a pivot shaft, a first movable 
portion (walls defining groove 53) which engages the first member (via element 61) and 
is pivotable around the pivot shaft (walls defining groove 53 rotate about the shafts 
longitudinal axis and thus are pivotable around the pivot shaft), and a second movable 
portion (walls defining groove 52) which engages the second member (via element 41) 
and is pivotable around the pivot shaft (note pivotable interpretation cited above), 
wherein the first member includes an engagement portion (61) for engaging the first 
movable portion and (capable of) controlling movement of the third member in 
accordance with a position where the first movable portion engages (Figure 4a), 
wherein the engagement portion includes an inclined portion (incline within groove 53 
which corresponds to the incline portion of groove 52 for moving the element 40 in a 
lancing direction) for pivoting the third member to move the second member in the 
lancing direction, wherein the engagement portion includes an additional inclined 
portion (incline portion of groove 53 which corresponds to the incline portion of groove 
52 for moving the element 40 in a retracting direction) for pivoting the third member to 
move the second member in the retreating direction (Figure 4c), further comprising a 
resilient member (41 ) for moving the second member in the retreating direction after the 
intended portion is lanced with the lancing element (Figure 4a path 52), wherein the first 
member (60) is movable in a crossing direction crossing the lancing and the retreating 
directions to pivot the third member (51) to move the second member in the retreating 
direction (Figure 4a-c). 
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Claim Rejections - 35 USC § 103 

4. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not Identically disclosed or described as set 
forth In section 102 of this title, if the differences between the subject matter sought to be patented and 
the phor art are such that the subject matter as a whole would have been obvious at the time the 
Invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner In which the Invention was made. 

5. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

6. Claim 5 is rejected under 35 U.S.C. 103(a) as being unpatentable over Garthe et 
al (US 2003/0225429) (hereafter Garthe). 

Regarding to claim 5, Garthe discloses the claimed Invention except for the 
motion of the first and second members is phase shifted by substantially 90 degrees. It 
would have been obvious to one having ordinary skill in the art at the time the invention 
was made to construct the pivot shaft such that the motion of the first and second 
members is phase shifted by substantially 90 degrees since it has been held that where 
the general conditions of a claim are disclosed in the prior art, discovering the optimum 
or workable ranges involves only routine skill in the art. In re Aller, 105 USPQ 233. 
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7. Claim 23 is rejected under 35 U.S.C. 103(a) as being unpatentable over List (US 
2003/0028126). 

Regarding Claim 23, List discloses the claimed invention except for the first pin 
is larger in diameter than the second pin and the additional engagement portion has a 

width smaller than the diameter of the first pin. It would have been an obvious matter of 
design choice to construct the first pin larger in diameter than the second pin and the 
additional engagement portion having a width smaller than the diameter of the first pin, 
since such a modification would have involved a mere change in the size of a 
component. A change in size is generally recognized as being within the level of 
ordinary sl<ill in the art. In re Rose, 105 USPQ 237 (CCPA 1955). 



Response to Arguments 

5. Applicant's arguments filed 6/02/201 0 have been fully considered but they are 
not persuasive. 

6. Regarding Applicant's arguments with respect to the List reference. Applicant 
proffers the List fails to disclose "a directional change of movement of the second 
member from the lancing direction to the retreating direction is performed during a one- 
way stroke of the first member in one of the lancing direction and the retreating 
direction." The Examiner respectfully disagrees. List clearly discloses a device capable 
of a directional change of movement of the second member from the lancing direction 
to the retreating direction, capable of being performed during a one-way stroke of the 
first member, in one of the lancing direction and the retreating direction (note 
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progression of figure 1 a-d, especially note fig. 1b-1d and tlie returned state of figure 1a 
where the second member (4) is capable of being held in a retracted state during 
compression of spring 29 beginning a stroke movement of the first member (20) in a 
retracting direction, release of second member (4) at the height of the retracting 
movement of the first member (20), as depicted in figure lb, and the second member 
would begin movement in a lancing direction as the first member begins the second 
stage of the stroke in a lancing direction, force Fa as depicted in the figures is applied to 
pin 16 as depicted in figure 1 (d) which retracts the second member to the state depicted 
in fig. 1a. Furthermore, as pin 16 travels in a orthogonal direction to the longitudinal 
axis of the device the second member is capable of retreating during one stroke of the 
first member compare fig. la with Id). 

7. Applicant further proffers the List fails to disclose " the first member is reciprocally 
movable between a first fixed position and a second fixed position and the second 
member performs one cycle of reciprocal movement between a third fixed position and 
a fourth fixed position during one cycle of reciprocal movement of the first member 
between the first fixed position and the second fixed position." The Examiner 
respectfully disagrees. List clearly discloses the first member is reciprocally movable 
between a first fixed position (Figure 1a) and a second fixed position (Figure lb); 
wherein the second member performs one cycle of reciprocal movement between a 
third fixed position (position secured by element 24 depicted in Figure lb and c) and a 
fourth fixed position (position in which the second element is fully extended note 
position of second member depicted in Figure Id) during one cycle of reciprocal 
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movement between the first fixed position and the second fixed position (note 
movement scenario discussed in the rejection of claim 1 and as discussed above). 

8. The Examiner would like to further point out that while features of an apparatus 
may be recited either structurally or functionally, claims directed to an apparatus must 
be distinguished from the prior art in terms of structure rather than function. In re 
Schreiber, 128 F.3d 1473, 1477-78, 44 USPQ2d 1429, 1431-32 (Fed. Cir. 1997) and a 
claim containing a "recitation with respect to the manner in which a claimed apparatus is 
intended to be employed does not differentiate the claimed apparatus from a prior art 
apparatus" if the prior art apparatus teaches all the structural limitations of the claim. Ex 
parte Masham, 2 USPQ2d 1647 (Bd. Pat. App. & Inter. 1987). In the instant case the 
List reference discloses all of the claimed structural limitations and is capable of 
performing the functional limitations as claimed (see explanation above). 

9. Regarding Applicants arguments with respect to the Garthe reference. Applicant 
proffers "the reciprocal movement of the mass 60 is not converted into the reciprocal 
movement of the lancet holder 40 because the lancet holder 40 can reciprocate even if 
the mass 60 is eliminated. Applicants respectfully request clarification as to why the 
reciprocation of the mass 60 is converted into the reciprocation of the lancet holder 40 
in spite of the fact that the lancet holder 40 makes the same reciprocation based on the 
profile of the cam groove 52 even in the absence of the mass 60" The Examiner 
respectfully disagrees with Applicants characterization of the prior art. It would initially 
seem that Applicant would destroy the primary operation of the prior art by completely 
removing an element in order to distinguish the claimed invention over the disclosure of 
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Garthe. The Fact that Garthe discloses elements functionally connected to one another 
cannot be disregarded. The fact is that element 60 and pin 61 are connected to groove 
53 within element 51 which contains groove 52 which holds pin 41 and element 40 such 
that either manual or automatic reciprocating movement of element 60 would cause 
element 61 to move within groove 53 causing rotation of element 51 which in turn 
causes pin 41 to ride within groove 52 which in turn reciprocates element 40, thus the 
disclosure of the Garthe reference not only discloses the claimed structure but is 
capable of performing the claimed limitations as just described and set forth above. 

1 0. The Examiner would like to further point out that while features of an apparatus 
may be recited either structurally or functionally, claims directed to an apparatus must 
be distinguished from the prior art in terms of structure rather than function. In re 
Schreiber, 128 F.3d 1473, 1477-78, 44 USPQ2d 1429, 1431-32 (Fed. Cir. 1997) and a 
claim containing a "recitation with respect to the manner in which a claimed apparatus is 
intended to be employed does not differentiate the claimed apparatus from a prior art 
apparatus" if the prior art apparatus teaches all the structural limitations of the claim. Ex 
parte Masham, 2 USPQ2d 1647 (Bd. Pat. App. & Inter. 1987). In the instant case the 
Garthe reference discloses all of the claimed structural limitations and is capable of 
performing the functional limitations as claimed (see explanation above). 

1 1 . Applicant's arguments with respect to claim 27 have been considered but are 
moot in view of the new ground(s) of rejection as set forth above. 
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Conclusion 

Any inquiry concerning tliis communication or earlier communications from tlie 
examiner sliould be directed to David Eastwood whose telephone number is (571)270- 
7135. The examiner can normally be reached on Monday thru Friday 9 a.m. to 5 p.m.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anhtuan Nguyen can be reached on (571 )272-4963. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (BBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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